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DETAILED ACTION 

Response to Arguments 

1 . The finality of the Office action mailed is hereby withdrawn in view of the new 
ground of rejection set forth below. 

Claim Rejections - 35 USC § 102 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

3. Claims 1, 2. 5, and 21 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Onik, et al (US 4583538). Onik discloses a method for CT guided biopsies of the 
body. A respiratory gating device allows all scans and the biopsy to be obtained in the 
same phase of respiration (col 2, lines 20-22). The respiratory gating device gives a 
digital readout as to the patient's phase of respiration, which allows all scans to be 
taken in the same phase of inspiration (col 6, lines 43-46). Additionally, as stated in col 
2, the biopsy may also be obtained in the same phase of respiration using the gating 
device. As further explained in claim 5, the guidance of the instrument, or end effector, 
may be gated as the device detects the degree of expansion of the patient's body such 
that the surgeon can determine identical degrees of respiration action. The path for the 
end effector is calculated from the skin entry point to the target coordinates (col 3, lines 
12-20). Inherent in the use of a CT imaging system are moving a person within the 

■ 

scanning device and generating cross-sectional images. 
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Claim Rejections - 35 USC § 103 

4. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

5. Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Onik in 
view of Acker (US 6580938). Onik, as discussed above, substantially discloses the 
invention as claimed, including moving an end effector when a patient has a 
predetermined respiratory state. However, Onik fails to explicitly disclose the use of a 
threshold value. Acker also discloses advancing an end effector and further discloses 
the use of a threshold in determining whether or not the patient is in the predetermined 
respiratory state (col 4, lines 12-19). It would have been obvious to one of ordinary skill 
in the art at the time of the invention to modify the disclosure of Onik in light of the 
teachings in the reference by Acker to include a tolerance, or threshold value, to allow a 
range of acceptable data to be used instead of a single value representing respiration to 
allow movement of the end effector during a larger window of time for more efficient use 
of the device. 

6. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Onik in 
view of Hall, et al (US US 6298257). Onik, as disclosed above, substantially discloses 
the invention as claimed. However, Onik fails to disclose that the end effector is moved 
at a predetermined speed. Hall discloses a method of moving an end effector wherein a 
computer calculates and induces movement of the end effector. The catheter may be 
automatically advanced and withdrawn by a computer controlled mechanism (col 3, 



Application/Control Number: 10/709,783 Page 4 

Art Unit: 3768 

lines 33-35). Therefore, the speed at which the end effector is moved is predetermined 
by the computer. Additionally, as the body moves due to respiration, Hall discloses that 
positional data may be obtained so that positional data may be coordinated with timing 
data (col 6, lines 29-33). It would have been obvious to one of ordinary skill in the art at 
the time of the invention to modify the disclosure of Onik in light of the teachings in the 
reference by Hall to include computer controlled movement of the end effector, as this 
would provide improved precision and control of the movements and remove any hand 
tremor from the surgeon, which provides improved patient results. 
7. Claims 6, 8-11, 14-17, 19, 20. 22. and 23 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Onik, et al (US 4583538) in view of Hall, et al (US 6298257). 
Onik discloses a method for CT guided biopsies of the body. A respiratory gating 
device allows all scans and the biopsy to be obtained in the same phase of respiration 
(col 2. lines 20-22). The respiratory gating device gives a digital readout as to the 
patient's phase of respiration, which allows all of the scans to be taken in the same 
phase of inspiration (col 6, lines 43-46). Additionally, as stated in col 2, the biopsy may 
also be obtained in the same phase of respiration using the gating device. As further 
explained in claim 5, the guidance of the instrument, or end effector, may be gated as 
the device detects the degree of expansion of the patient's body such that the surgeon 
can determine identical degrees of respiration action. The path for the end effector is 
calculated from the skin entry point to the target coordinates (col 3, lines 12-20). 
Inherent in the use of a CT imaging system are moving a person within the scanning 
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device and generating cross-sectional images. A computer control the movement of a 
patient within the CT bore to obtain images at different axial positions. 

However, Onik fails to disclose that the end effector movement is controlled by a 
computer. Hall discloses a method of moving an end effector wherein a computer 
calculates and induces movement of the end effector. The catheter may be 
automatically advanced and withdrawn by a computer controlled mechanism (col 3, 
lines 33-35). Therefore, the speed at which the end effector is moved is predetermined 
by the computer. The computer controlled mechanism can orient the catheter to follow 
a predetermined trajectory. A location device is included to aid in locating the catheter 
and registering the catheter with other images (col 6, lines 27-30). Further, Hall 
discloses that imaging may be done, such as by fluoroscopy, to aid in localization (col 5, 
lines 48-50). Additionally, as the body moves due to respiration, Hall discloses that 
positional data may be obtained so that positional data may be coordinated with timing 
data (col 6, lines 29-33). In combination with Onik, Onik provides the gating signal for 
movement only when the patient is in the predetemnined respiratory state, as discussed 
above. It is inherent in the use of a computer and computer processor that all functions 
controlled by the computer are controlled by code for the desired function of the 
computer. It would have been obvious to one of ordinary skill in the art at the time of 
the invention to modify the disclosure of Onik in light of the teachings in the reference by 
Hall to include computer controlled movement of the end effector, as this would provide 
improved precision and control of the movements and remove any hand tremor from the 
surgeon, which provides improved patient results. 
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8. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Onik in 
view of Hall as applied to claim 6 above, and further in view of Schweikard, et al (US 
6144875). The system disclosed by Onik in view of Hall uses external positional 
markers to monitor the respiration state of the patient and does not explicitly disclose 
the use of infrared to monitor respiration. Schweikard discloses an apparatus and a 
method for compensating for respiratory and patient motion during treatment using 
infrared to track external markers (col 6, line 16). It would have been obvious to one of 
ordinary skill in the art at the time of the invention to modify the disclosure of Onik in 
view of Hall with the teachings in the reference by Schweikard, as it is well known in the 
medical imaging art to substitute one type of detector for another to serve the same 
purpose. 

9. Claims 13 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Onik in view of Hall as applied to claim 6 above, and further in view of Acker (US 
6580938). Onik in view of Hall, as discussed above, substantially discloses the 
invention as claimed, including moving an end effector when a patient has a 
predetermined respiratory state. However, Onik in view of Hall fails to explicitly disclose 
the use of a threshold value. Acker also discloses advancing an end effector and 
further discloses the use of a threshold in determining whether or not the patient is in 
the predetermined respiratory state (col 4, lines 12-19). In combination with Onik and 
Hall, the computer controlled advancement would be modified to include such a 
threshold. It is inherent in the use of a computer and computer processor that all 
functions controlled by the computer are controlled by code for the desired function of 
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the computer. It would have been obvious to one of ordinary skill in the art at the time 
of the invention to modify the disclosure of Onik in view of Hall in light of the teachings 
in the reference by Acker to include a tolerance, or threshold value, to allow a range of 
acceptable data to be used instead of a single value representing respiration to allow 
movement of the end effector during a larger window of time for more efficient use of 
the device. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer Horwat whose telephone number is (571) 272- 
281 1. The examiner can normally be reached on M-Th 7-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eleni Mantis-Mercader can be reached on (571) 272-4740. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomnation for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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